KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1 THpPropcKo HAMMCHOBAHHE HA JIEKAPCTBEHMA MPOJYKT

SEVREDOL 10 mr rabneTku WAHHCTEPCTBO HA 3EPABEOHA35&HETO~

MpraoxeHHe Kb8
paspetscine 32 ynoTpe6at -1 64120 9L 04

Morphine sulphate Ph.Eur' /BP* 10 mg o g

3. Jlexapcreena dpopma

2. KauecTBeH H KONIHYECTBEH ChCTAB

Cusg, 180#HO H3NBKHANA 00BHTA TAGNETKA C pa3fenuTelHa JIHMHES OT e/jHara cTpada. B
nABaTa cTpaHa Ha Tabimerxara e Hanucano “IR”, a B nsgcuata - “107.

4. Kinangaua xapaKkTeprucTHKa
4.1  Hoxazamnsa

SEVREDOL Tabnerxure ca npenHasHadeHy 3a ofnexyasane ga cunga 6omka,
HEIOBIMABALIA CE ¢ APYro MEIHKaMEHTO3HO JICUSHME.

4.2  Jlo3upoBKA B HAYHH HA OPHJIOKEHHE

Hauwg wa gpunoxkenue

Ilpes ycTata

Tpu Bp3pacTHy 1 fella Hag 12 rojwHu

Hozupopkara ya tadbnetkure SEVREDOL 3aBHcH 0T chllata Ha HOIKaTa ¥ NpEeAHIIHY
JIaHHH 33 CHCTOSHHUA, MMAIK OTHOIMECHHS KbM [IpHUeM Ha aHanreTHy. Moxke fa ce mpueMa 1o
eqHa TableTKa HA BCEKH USTHPH Jaca MK 10 HpeJiicanne Ha Jekaps. I1pu 3acungpama ce 6omka
HITH HpYBHKBaHe K6M MOop(UHa ce Hanara yBelnH4aBaHe Ha J03aTa KaTo ce H3I0I3BaT TabjeTkure
SEVREDOL ot 10 mg, 20 mg, mpHiIaraHid CaMOCTOATEIHO HilH B KOMOHHAIHS JO MOCTHTaHe Ha
xeaanoTo obiexdeHune.

[pn nauments, npueMamu Tabrerky SEVREDOL BMmecTo MOpOHE DapeHTEpaIHO, TO3UPOBKaTa
CIICHBA A CE 3aBHIHIH B IOCTATHYHA CTEIICH, 32 Jja KOMIIEHCHPA HAMASIBAHETO Ha agalleTHYIHHS
etheKT, CBBp3aH ¢ IepOPaNHOTO UpuioxeHne. OOHKHOBEHO ce Hanara IOBHINABAHE Ha J03aTa OT
nopanexa Ha 100 %. B Taxusa ciryyay ¢ HeOOXOAMMO H03aTa A ¢ DSl HHANBHAYAHO.

Ilpy panmesTy B HapeaHaNa RE3PACT

HPGIIOP'L‘IPITGJIHO € HaMalIMBaHe Ha JO3HPOBKaTa IIpH MAllHEHTH B HAIIpEJHaIa BE3pacT.

Tlena ya 3 =12 ronuHA

3-5rommam 5 mg Ha4 yaca
6-12roguar  5-10 mg Ha 4 Jaca

L4
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HpoTHBONOKAZAHH

PecnupaTopHa JIETpecys, YepeIlHo-MO3EYHA TpaBMa, OOCTPYKTHBHY 3abongBaHUs Ha
JAXaTeHATE IHTHINA, MApATHTIYEH HIIeye, OCTED KOpeM, 3a0aBera eBaKyalnus Ha
cTOMAaxa, IOBHIIEHO BHTPEUePEHO HalaraHe H HEKORTPOIHMpYyeMa elANEIICH, AaHHA 32
YyBCTBUTENHOCT KbM MOP(YH, OCTPH YepHOAPOOHM 3a00IsBaHHS, ETHOBPEMEHHO
IIPHIIOXKEHHE Ha MOHOAMIHOOKCHIA3HI HHXUOHTOPH HITH 10 ABE C[IMHLIH CIIEZ CIIAPAHETO
M. He ce mpenopsusa o BpeMe Ha OpeMEeHHOCT.

Ja He ce npHiara Upy Jena Moj TpY TOJHEN.
Crienmainy npeIyNpeKIenns ¥ npeuasHl MePKH Npy yroTpeda

Tabnerxure SEVREDOL He OuBa Na ce NpHkarar, Koraro ChIIecTBYBa PUCK OT BE3HUKBAHE
Ha IaparuTHYeH wieyc. AKO HMa ChMHEHHS 32 apanuTHYCH MICYC MK TOH BB3HAKHE T0
BpeMe Ha JICIEHHETO, IPHEMET Ha TabIEeTKITe SEVREDOL 1ps6Ba ne3abasHo Ja 061e
npexparel. [lanueHTs, KoHTo TpOBa 1a ObaT HOHONOKEHE Ha XOPAOTOM WK Ha IPYIH
06e360/IBANTH XAPYPTHYHH IPONEAYDH, He Tpa0Ba Ja YIpHeMaT Ta0IeTKuTe SEVREDOL

4 yaca IpeJH onepaiysaTa. IIpenopkypa ce HaMasBaHe Ha J03aTa B CllydJan Ha
XUIOTHPEOH/U3EM, Nipd GLOPEHH i XPOHHIHY YePHOAPOOHH 3a00)1sBAHHA. Ja ce mpumnara
BHEMATETHO IIPHU IAHMENTH ¢ HAPKOTHYHA 3aBUCAMOCT ¥ TIPH TAKWBA C JIOBUIICHO
BLTPEIIHOYEPETIHO HANAraHe, XANOTeH3MA C XATIOBONEMUS, CBC 3a00IABaHYS Ha KIBIHATS
ITETHING, TARKPEATHT, BB3NATUTEHE YPEeBHH 2a00IIBays, XAIEPTPOQHs Ha IPOCTaTaTa |
aJIPEeHOKOPTHKANHA HeJOCTATHUHOCT, TEKHK AIKOXCNH3bM M IPH NAHEHTH C

KOHBYJICHH 3a200JIBaHHL

JlexapcTBeHn B3aAMONeHCTBHS ¥ APYrH GOPMH Ha B3aHMOJCHCTBHE

CrofImasa ce, 9¢ MOHOAMHUHOOKCHAA3HATE NMHEXUOUTOPH pearkpar ¢ ApYTH HapKOTHIHA
AHANTETAINM KaTo IpeIU3BUKBAT BR30YKIaHe HiH JIOOTHCKAHE Ha IIEHTPAIHATA HepRHa
cHeTeMa, BOIINH [0 XUIep- HIlE XUNOTeH3HBEY Kpusy. MOpOHHET 3aCHIIBA e(eKTHTE HA
TPAaHKBHIAHTHTE, AHECTETANUTE, XUMHOTAIATE ¥ CEIATHBHHUTE CPE/ICTRA, AIKOXO0a,
MYCKYJIHHTE PETaKCAHTH ¥ aHTHXUIIEPTEH3UBHHTE CPeAcTBa. CHMETHIHHBT MOTHCKA
MeTaboH3UpaHeTo Ha MOpdHHa.

BpeMeHHOCT 1 JAKTALHAA,
He ce npemopsusa ynoTpebata Ha Tabneriu Sevredol 1o BpeMe Ha OpeMEHHOCT H KbPMEHE.
IlopausEade BHPXY CIOCO6HOCTTA 32 modHpane H padoTa ¢ MAIIIHM

Jlegenue ¢ Tabnetkn Sevredol MoKe [a Tpefu3BHKA OTHYCKaHe /yCIIOKOABAHE H HE Ce
IpeNIophHYBa HALMEHTATE 1a o(GHpaT Wik paGoTAT ¢ MAIIIHHM, aKO C& JyBCTBAT 3aMastHH.

Hesxenaann eexTH

. f:«“fw;f*%
HPH HpHeM Ha HOpMalnHEH JO3H HAaU-4YCCTHTC CTpaHI/I"IHI’I e(]_)eKTK HA MO SEPMIHEL a E @_qge,

L o i
IIOBPBIANE, 3al6K i CHHIMBOCT. IIpy IPOABINKATENHO NEICHHE C K Ic’y/?mre'SEVR,Ef_)OL
o CmTen, el A NE
rafiIeHeTo M TOBPHIAHETO He ca 00HYaliHH, HO aKO C¢ HOABAT IIPH H Kia kancyire yorar
o LAY |;‘ -:‘ 5 .

i

fiecHO fa OBIaT KOMOHHUPAHH ¢ aHTHEMETHK. 3aleKET MOXE Jia Gx%éjfle;

oY



4.9

mozx oy crnabuTensy cpencTsa. 1lpu Manko Ba Opoit MaEeHTH MoXKe A2 HMa CYX0Ta B
ycTata, H3NOTIBAHE, CBETOBEPTEX, IIaB00OIHe, Je30pHEHTAIN, 3adepBIBane Ha IUNETO,
TIPOMEHH B HACTPOGHHETO, ChpreOueHe, XalfouHaue, OPOHXO0CNasbM i KOJIHMKH.
Ypunupanero Moxe Ja OpIe 321pYIHEHO B MOXe 2 BMAa CIa3hM Ha KIBUHATE METHINA |
yperepurte. IIpenosupaseTo MoXe Jia IPHYHHE PeCHUpaTOpHa JeNpecys. B pesku ciayuau
ce HabmoaaBa KARHAYHO 3Ha9MMO TIOHMKaBaHE Ha KPbBHOTO HAIATaHEe ¥ CHPASYHA
dgectota. MOpOHHET IpyATeKaBa XHCTAMIHO-0CRO00KAaBaly €(EKTH, KOMTO B ONpexeneHa
CTENEeH MOXaT a IPHYKMHABAT PEaKH KaTo ypTuKapus 1 cbpbex.

B HiIKoHM Ciydar IpH 9ecTa U HeIPaBuiHa ynoTpeda edexTHTe Ha MOphHHA Ca JOBE AN
JI0 JleKapcTBEHa 3aBHCUMOCT. 1a31 ONacTHOCT, obade, He € Hali-ChlecTReHATA IpH
TANHEHTH CHC CHIIHE OOMIKHA.

IIpenoznpane

CuMnToMuTe Ha MOPQHHEOBATA ¥HTOKCHKALMA ¥ IPEHO3KPAHEe ¢a TOUKOBHIHM 3CHHIIY,
pecnmparopHa fenpecrs U xuroTensus. Ipn no~Texxu cirygay MOXKe na ce Hablmonasa
IMPKYIaTOpHA HENOCTAaTHUHOCT ¥ 3aNpn004uaBalia ce KoMa.

Jlevwenne tpu Ipeno3upane ¢ MOPGhWH:
BHUMaHHETO ce HacouBa Haii-Halpe ] KbM O0CBOOOKIaBaHe Ha JUXaTeNHITe TBTHINA W
3aroYBaHE Ha ACHCTHPaHO HIIH KOHTPOIHPAHO 0O AHIIBaHE.

B ciyaau Ba MaCUBHO Ipefo3upane e BeoOX0IUMO fia ce NpunoXu 0,8 Mr HalokcoH
HETPaBEeHO3HO. AXO € HeoOXOIUMO, TOBA Ce ITOBTAaps HA WHTEPBAIH OT 2-3 MUHYTH MM Ce
Brmouea wadysna ¢ 2 mg Hamoxcon 8 500 ml duzunonornyeH pasTeop wim 5% Jexcrposa
(0.004 mg/ml). ‘

Vnpy3uata TpsabBa Aa poTHHA CBC CKOPOCT, ChoOpasera ¢ IPHIoKeHUTe IIPeiH TOBa
BoIycHH 03U, H TpAOBa J1a CHOTBETCTRA Ha Peakiudra Ha namyuenTa. Telf kato
NPORBICKHTENHOCTTA Ha JeHCTBHETO Ha HAIOKCOHa € OTHOCHTENHO KpaTKa, HallieHTET
TpaGBa Na Obae HablIoapaH BHEMATENHO, JOKATQ CIIOHTAHHOTO AMINAHe Ce BE3CTaHOBH
CBC CHTYPHOCT.

Hpn crrygan Ha HO-yMepeHo NpeRo3upane TpsOBa Aa ce IpHIoXH HanokcoH 0,2 mg
HHTPABEHO3HO, KaTO J103aTa ce yBemu4asa ¢ 0o 0, 1 mg Ha Bcexu 2 MUHYTH, axo e
HE0OX0IHMO.

HanokcousT He OHBa fa ce IpHIIara rpH JIUICca Ha KYUHIYIHO 3HaYUMa JWXaTel A Mild
IHpKynaropHa genpecus HanokcoH TpaOra na Obxe Ipuiarad BHAMaTeNHO TIPH ITaleHTH,
32 KOUTO ce 3HAE WM MMa CBMHEHHE, Je ca (hH3HIecKH 3aBUCHMH 0T MopduH. B Taxusa
CITyYa# pA3KOTO HIH ITBIHO AHTATOHHZHPAHE HA ONHOMAHHTE ehekTH MOJKE fa IPEIH3BHKa
OCTHP CHHYPOM Ha OTHEMAHE.

Mozxe ma ce HaloXH M3npa3BaHe Ha cTOMaxa — ToBa OH OWIIo IIONE3HO 32 OTCTpaHIBaHe Ha
HeabcopOHpaHOTO IEKapcTRO.




5. @apMaKOJOrHYHM CBOICTBA
51  @apmakoANMHAMMHKA

MopguubT ZelicTBa KaTo aroHHCT Ha ONHOHIHHTE PEIIEITOPH B ICHTpanHaTa HEpBHA
crcTeMa, 0c0BEHO HA MIO-, H B I0-MaJIKa CTEIieH Ha Kaa-penenropare. CUuTa ce, 4e MIo-
PELENTOPUTE MMAT OTHOINSHHE KM CYIPACHHHAIHATA aHANTe3Hs, PeCIHpaTopHaTa
AeTpecys d ey(QOpHITa, FOKATO Kala-peleNTOpHTE — KbM CIIHATHATA aHalres s, MH03aTa
u cemanmata. OcBed TOBA, MOPOHHET AeHCTEA IUPEKTHO REPXY HEPBHUTE IINEKCYCH B
YpeBHAaTa CTEHA, KaTo MpeJH3BHKBa KOHCTHIIAIIL.

52 ®dapMaKOKHHETHKA

Mop¢unzsr o kancymre SEVREDOL ce abeopbupa nobpe, 06aye HacTHIBa IBPBA (asa
. Ha Metabomzma (first pass metabolism does occur). OcBes B Yephus Apo6, MeTaboIM3EM
HACTHIBA X B GLOpenuTe u upeBHaTa Turapulla. OCHOBHAAT YPHHAPEH / MMKOYEH
MeTaboNHUT & MOphHH —3-TIOKOPOHA, HO CBHINO Taka ce hopmupa 1 MOpHUH-6-
[TEOKOpOHKL, MOpHHET CHUIECTBYBA B IIIa3MaTa IpHOHI3HIENHO 3a okono 2,5 — 3 gaca.

5.3  TIpexknuEUYHA JAHHH 332 0€30HACHOCT

He chimecTByBaT OPSAKTMBMIHA IaHHH, KOWTO JeKapsT Tpsa0Ba la 3Hae, KaTo JOIbIHEHHS
KBM Bede H3JI0MKEHATa KpATKa JIeKapcTBeHa HEGOpMAallis.

6 dJapManeBTHIHH JaHHN

6.1 HeakTHBHU CHCTaBKH

Crappxanne Ha TabieTkaTa

Lactose (anhydrous) Ph.Eur.
. Pregelatinised maize starch NF

Povidone BP

Purified water Ph.Eur.

Magnesium stearate Ph.Eur.

Purified talc Ph.Eur.

ObeuBKa Ha Tabierkara

Opadry (blue) 06B20843 containing Macrogol 400, E464, E133, E171
Purified water

6.2 HecbBMECTHMOCTH
Hsva gasmn

6.3 Cpok Ha roJHOCT B OPHIHHANHEA OUAKOBKA
Tpu roguan




6.4 CienpaIHH NIpEANA3HHE MEPKU ngm ChbXpaHeHue
Ha ce cpxpaussa nps u mox 30°C.

6.5 Bag @ cpaAbpixaHie Ha OHAKOBKATA

PVdC 6nuctepn, o0suti ¢ PVC H moNANponMIeHOBH KOHTEHHEPH ¢ IOIHETHICHOBH
KaIlaukd, B KOHTO Ce ChObpKar 56 rabreTku.

6.6 CoenpajauH HHCTPYKIUM 32 paboTa ¢ 0IAKOBKRATA
Hama

7 IHpurexaTen Ha pa3penreHHETOo 3a poAaxOa
Mundipharma Medical Company
Mundipharma House
14 Par-La-Ville
Hamilton HMJX, Bermuda

8 Homep Ha pazpemienneTo 3a npoaaxoa

9 JaTa ua nsPBOTO paspenrenne 3a NPoxaxk0a/NoJHOBABAHE HA Pa3PENICHHETO 32
npogaxoa

22.04.1997 r.

10.  Jara pa (4acTH9Ha) pefaKiuMs Ha TeKeTa




